Tuberculosis control in India: the critical need for reducing diagnostic and treatment delays
1
India's Revised National TB Control Programme (RNCTP) has made great strides in the last decade, and free, quality-assured TB diagnosis and treatment is available to all patients who seek care in the public sector. Over the past year, laudable political and administrative commitment has been demonstrated by major increases in the RNTCP budget, a ban of inaccurate, antibody-based serological tests for TB, a national order for mandatory notification of all TB cases, and initiation of a national web-based case notification and tracking system called ''Nikshay''. The Government of India (GOI) recently approved the National Strategic Plan for 2012-2017 with an ambitious goal of universal access to quality TB diagnosis and treatment for all patients in India. 2 While these are positive developments, TB control in India is at a critical juncture. The routine, basic DOTS program has been scaled-up and may have reached its limits because TB incidence is not declining. TB case finding has plateaued and many cases remain either undiagnosed or ineffectively treated. By the time TB cases are initiated on treatment in the RTNCP, they likely have already infected many others in the community. 3 Delays in diagnosis or ineffective treatment lead to ongoing transmission, facilitating the spread of the disease. Patients often seek care in the informal and private sectors, and they remain outside the knowledge of the RNTCP. 4 In fact, more than 80% of India's health care is delivered through the private sector. Primary health care (first contact care) is mostly provided by non-medically trained providers. Overall quality of medical care is deficient on many counts, as shown by vignette and mystery client studies. 5 A majority of TB patients begin by seeking advice in the informal private sector (chemists and unqualified practitioners), followed by care from qualified practitioners, before about 50% of them end up in the public sector for free treatment. 4, 6, 7 During this period (which can range from weeks to months, as shown by data from systematic reviews), 8, 9 patients move from one provider to another and continue to transmit the infection to others. This convoluted pathway, coupled with the high cost of care in private sector pushes a lot of poor families into debt. And yet, for all the money patients spend, they may receive suboptimal TB care, as illustrated by the use of inappropriate serological, antibody tests, growing use of interferon-gamma release assay as (IGRAs), such as, QuantiFERON-TB Gold for active TB (when they are meant for latent TB infection), and irrational TB drug regimens in the private and informal sectors. 10, 11 This delayed/ incorrect diagnosis and treatment are major drivers of generation and transmission of drug resistance TB epidemic, and prevention of multidrug-resistant TB (MDR-TB) will require interventions to shorten delays and improve quality of care, especially in the private sector. So, it is clear that India will need to invest in new, more accurate diagnostics that can help reduce TB transmission. The biggest recent advance is the Xpert MTB/RIF assay, using the GeneXpert technology (Cepheid Inc, California). This is a World Health Organization (WHO) endorsed, rapid, automated, 90 minute molecular test which can diagnose TB with great accuracy and can also detect MDR-TB at the same time. A recent Cochrane review 12 showed that this test has 88% sensitivity and 98% specificity when compared to culture. It can detect rifampicin resistance (which is a good surrogate marker of MDR-TB) with a specificity of 98% and sensitivity of 94%. Studies from India clearly shows substantially better performance of the Xpert MTB/RIF test over smear microscopy. 13, 14 Recent data also suggest that Xpert MTB/RIF has value for childhood TB and extra-pulmonary TB (EPTB), especially TB meningitis and lymphadenitis, two common forms of EPTB. 15, 16 A World Health Organization (WHO) policy on use of Xpert MTB/RIF for EPTB and childhood TB is expected this year. By replacing inaccurate blood tests (serology and TB Gold) with accurate tests like Xpert MTB/RIF, TB can be diagnosed early and rapidly treated with anti-TB therapy. This should help reduce transmission in the community. But technologies alone cannot solve the problem. Innovative delivery approaches and business models are needed, especially to engage the dominant Indian private sector and to make good tests more affordable to private sector patients. 17 A new initiative called Initiative for Promoting Affordable, Quality TB tests (IPAQT; www.ipaqt.org) has just been launched in India, to improve the affordability of WHO-endorsed TB tests. 18 Initiated by a coalition of accredited private labs in India, and supported by the industry, this project has made WHOapproved tests available at affordable prices to patients in the private sector. These labs have access to lower, negotiated prices for the quality tests in exchange of their commitment to pass on the benefits to patients. By using a high-volume, low-margin model, the cost of Xpert MTB/RIF is now reduced to Rs 1700 (maximum price laboratories can charge patients), compared to Rs 3000 or higher in the private market. A WHO-endorsed line probe assay (Genotype MTBDR plus by Hain LifeScience, Germany) is now available at Rs 1600. Laboratories in the initiative cannot charge more than transparently advertised ceiling prices, and have to agree to stop doing TB serology. Laboratories will also participate in external quality assurance (EQA) programs. TB cases diagnosed by member labs will be notified to the RNTCP for linkages to free TB drugs, where necessary. Since its launch in March of 2013, the IPAQT initiative has already achieved a pan-India presence -with 36 labs which encompasses over 3000 franchisee labs and greater than 10,000 collection centers committed to providing these tests at affordable prices. The number of labs is expected to increase significantly in the months ahead. Thus, this initiative is expected to greatly increase affordability for private sector patients, and improve the quality of TB care in the country. Efforts are also necessary to link accurate diagnosis to correct TB treatment regimens, as recommended in the upcoming Standards for TB Care in India (STCI). It is also important to ensure that private sector patients get adequate support with treatment adherence. Only then will the benefits of accurate diagnosis be fully realized.
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